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HEPATITIS B VACCINE, RECOMBINANT 

DESCRIPTION 

COMPOSITION 

INDICATION AND 

USAGE 

DOSAGE AND 

ADMINISTRATION 

Euvax B consists of highly purified, non-infectious particles of 
Hepatitis B surface antigen (HBsAg) adsorbed onto aluminum 
salts as an adjuvant and preserved with thimerosal. It is a 
recombinant DNA hepatitis B vaccine derived from HBsAg 
produced by DNA recombinant technology in yeast cells 
(Saccharomyces cerevisiae). 
The vaccine meets the WHO requirements for recombinant 
hepatitis B vaccines. No substances of human origin are used in 
its manufacture. 

Euvax B is a white, slightly opalescent suspension. 

I ml of the above vaccine contains : 
- Active ingredient : Purified HBsAg 20 µg 

- Adjuvant : Aluminum Hydroxide Gel (as aluminum) 0.5 mg 
- Preservative : Thimerosal 0.0 I w/v% 
- Excipients: Potassium phosphate, monobasic, Sodium phos-

phate, dibasic, Sodium chloride 

Immunization against infection caused by all known subtypes of 
Hepatitis B virus. 

Euvax B should be injected intramuscularly into the 
anterolateral aspect of the thigh in infants, or into the 
deltoid muscle of children or adults. 
- One pediatric dose (neonates, infants, and children aged up 

to and including 15 years of age) is 0.5 ml containing IO µg 
of HBsAg. 

- One adult dose (from 16 years) is 1.0 ml containing 20 µg
of HBsAg. 

The immunization regimen consists of three doses of vaccine 
given according to the following schedule : 
- I st dose : at elected date 
- 2nd dose : I month after the first dose 
- 3rd dose: 6 month after the first dose 
Booster vaccination : the WHO does not recommend booster 
vaccination, as it has been shown that 3 dose series of hepatitis 
B immunization protects for as long as 15 years, and that a 
protective anamnestic response occurs after exposure to HBV, 

even if protective antibodies have been lost over time. However, 
some local vaccination programmes worldwide currently include 
a recommendation for a booster dose, and these should be 
respected. 
An alternative 0-, I-, and 2-month schedule and a 12-month 
booster may be used in certain populations (e.g .. neonates born 
from Hepatitis B infected mothers, someone who has or might 
have been recently exposed to the virus, or certain travelers to 
high-risk areas). 
Additional dose(s) of vaccine may be required in hemodialysis or 
immunodeficient patients, since protective antibody titers(> IO 
IU/ l ) may not be obtained after the primary immunization 
course. 
In case of a known or presumed exposure to the hepatitis B 
virus (e.g., neonates born of infected mothers, others
experiencing percutaneous or permucosal exposure), a first 
dose of Euvax B together with the appropriate dose of 
immunoglobulin can be given. The anti-HBs immune response 
may be reduced and the titers should be followed up after 
immunization of immunocompromised individuals, where
possible. 

In countries where perinatal transmission of hepatitis B is 
common, the first dose should be given as soon as possible after 
birth. If perinatal transmission is uncommon, or if delivery at 
birth is not feasible, the first dose can be given with the first 
dose of DTP. The second dose should be administered one 
month after the first dose. The third dose should be 
administered one to twelve months after the second dose. 
Hepatitis B vaccine can be given safely and effectively at the same 
time as BCG, DTP, measles, polio vaccines (OPV or IPV), Hib, or 
yellow fever vaccines. If hepatitis B vaccine is given at the same 
time as other vaccines, it should be administered at a separate 
site. It should not be mixed in the vial or syringe with any other 
vaccine unless it is manufactured as a combined product (e.g. 
DTP-Hep B). 

All opened WHO-prequalified multi-dose vials of vaccines 
should be discarded at the end of the immunization session, or 
within six hours of opening, whichever comes first, UNLESS the 
vaccine meets all four of the criteria listed below. If the vaccine 
meets the four criteria, the opened vial can be kept and used 
for up to 28 days after opening. The criteria are as follows 
(WHO/IVB/ 14.07). 
I.The vaccine is currently prequalified by WHO. 

2. The vaccine is approved for use for up to 28 days after 
opening the vial, as determined by WHO. 

3.The expiry date of the vaccine has not passed. 
4.The vaccine vial has been, and will continue to be, stored at 

WHO- or manufacturer- recommended temperatures; 
furthermore, the vaccine vial monitor, if one is attached, is 
visible on the vaccine label and is not past its discard point, 
and the vaccine has not been damaged by freezing. 
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CONTRAINDI­

CATIONS 

WARNINGS AND 

PRECAUTIONS 

ADVERSE 

REACTIONS 

STORAGE 

CONDITIONS 

Hepatitis B vaccine is contraindicated for use in persons with 
hypersensitivity to any component of Euvax B. The vaccine will 
not harm individuals currently or previously infected with HB 
virus. Individuals infected with human immunodeficiency virus 
(HIV), both asymptomatic and symtomatic, should be immunized 
with hepatitis B vaccine according to standard schedules. 

General precautions 
- The administration of Euvax B should be postponed in patients 

suffering from acute, severe febrile illness. 
- In patients suffering from multiple sclerosis, any stimulation of 

the immune system can induce exacerbation of their
symptoms. Therefore, for these patients the benefits of
vaccination against Hepatitis B should be weighed against the 
risks of exacerbation of multiple sclerosis. 

- It is considered that protection cannot be obtained by 
vaccination in patients in latent or progressive state of 
Hepatitis B. 

- As with all injectable vaccines, appropriate medical treatment 
should always be readily available in case of rare anaphylactic 
reactions following the administration of the vaccine. 

Precautions for usaee : 
- Shake before administration, since a fine white deposit with a 

clear colorless supernatant may form during storage. 
- In preterm babies (<2,000 grams), it is advisable to check 

antibody titers one month after the third dose to assess the 
need for a booster dose. 

- A sterile syringe and sterile needle should be used for each 
injection. 

Preenanc;y and lactation : 
- The effect of the HBsAg on fetal development has not been 

assessed. However, as with all inactivated viral vaccines, the 
risks to the fetus are considered to be negligible. Euvax B 
should be used during pregnancy only when clearly needed. 

- The effect on breast-fed infants of the administration of Euvax 
B to their mothers has not been evaluated in clinical studies. 
No contraindication has been established. 

Gastrointestinal disorders 
Rare: nausea 
Common: abdominal pain, diarrhea, vomiting 
General disorders and administration site conditions 
Rare: malaise, fatigue 
Common: fever, induration, oedema, tenderness, inffammation 
Very common: injection site pain 
Infections and infestations 
Uncommon: monifiasis, rhinitis 
Investigations 
Rare: transient increase of transaminase 
Metabolism and nutrition disorders 
Common: anorexia 
Musculoskeletal and connective tissue disorders 
Rare: myalgia, arthritis 
Nervous system disorders 
Very rare: optic neuritis, facial paralysis, Gui/lain-Barre syndrome, 
aggravation of disseminated sclerosis 
Rare: headache, dizziness 
Common: crying abnormal, somnolence 
Pregnancy, puerperium and perinatal conditions 
Uncommon: jaundice neonatal 
Psychiatric disorders 
Common: insomnia, nervousness, irritability 
Skin and subcutaneous tissue disorders 
Common: rash erythematous, erythema 
Uncommon: pityriasis rosea, rash, rash maculo-papular 
Vascular disorders 
Common: hematoma 

Do not exceed the expiry date stated on the external packaging. 
Store between 2'C and 8'C (in a refrigerator). Do not freeze. 

Vaccine Vial Monitor (VVM) 
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PRESENTATION 5 ml/vial x IO vials - IO ml/vial x IO vials 

Issuance date: Jan. 26, 2017 

Manufactured by 
Revised date: Nov. 15, 2019 

<eLGChem 
[Factory 1 ]1 29, Seokam-ro, lksan-si, Jeollabuk-do, Korea 
[Factory 2]1 51, Osongsaengmyeong1 -ro, Osong-eup, Heungdeok-gu, 
Cheongju-si, Chungcheongbuk-do, Korea 
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Euvax B 1nj.�-
PeKOM6HH8HTH8Sl B8Kl.lMHa 
AIISI npo(j)HnaKTHKH renaTHTa B 

Euvax 8 npeACTaBmleT co6o� aHn1s1,1pycHylO BaKL.J,l-1HY, COCTOSIW,YIO 1,13 
BblCOKOOlJIAW,eHHblX He&.1H¢eKL.J,&.10HHblX no111,1nenn·1AOB nosepxHOCTHOrQ 6e11Ka 
(HBsAg) s1,1pyca rena11,1ra B, aJ],COp6111poeaHHbl8 Ha COilSIX amOM"1Hl,1SI 
(1,1cnoJ1b3Y8MblX B Ka'-!eCTBe 3AblOB8HTa) 1,1 KOHCep0111poeaHHble H10MepcanoM (0,01 
0/0%). Aa"""'" npenapar sensercs pe,oM6"HaHTHoa AHK-ea,�""o"" 
npo1113BOA&.1TCS1 c nOMOUJ.blO peKOM6&.1H8HTHO� AHK rnxH011orn1,1 - npoAyu,1,1poeaH111e 
nommenn1AHb1x cpparMeHroe HBsAg e AP0)1()1(8Bblx K118TKax (Saccharomyces 

cerevisiae). 
BaKU,&.1H8 YAOBJ18TBOpS18T rpe60B8H&.1SIM 803 B OTHOW8Hl'11,1 peKOM6"1H8HTHblX B8KL.J,&.1H 
Ami npoq>1,111aKn1K111 renanna B. npa,, npo1,1aeo.Qcree npenapara He 1,1cno11b3Y10TCS1 
cy6craHu,&.11i1 YenoeeYecKOro npm1cxo>K,neH1-1fl. 

Euvax B npeACT8B11fleT co6oii1 6e11oeary10, c11a60 ona11ecu,1-1py10w,y10 cycneH3IIIIO. 

8 1,0 Mil BaKL.J,IIIHbl COAep)l(IIITCfl : 
- AKTIIIBHbliil 111HrpeA111eHT: O'-llilUJ,eHHbliil H8sAg ............................................ 20 MKr 
- AAblOBaHT: re11b rlllAPOOKlilClil aJJIOMIIIHlllfl (no aJJIOMl-iHIIIIO) ........................... 0,5 Mr 
- KoHcepeaHT : 

T"OMepcan ....................................................................................... 0,01 B/0 % 
- 3Kcu,111n111eHTbl: ct,occt,aT KaJllitfl OAHOOCHOBHbliil, ct,occt,aT H3Tpl-11l ABYOCHOBHbliil, 

XllOplllCTbliil H3Tplilii1. 

Cneu,111¢111'-leCKafl lilMMYHOnpo¢11111aKT1-1Ka IIIHcf,eKU,llllil, Bbl3blB3eMoii1 BCeMIII 
i,i3eecTHblMIII noArnnaM111 0111pyca renarnra 8. 

3ysaKC 8 cn9AYeT BBOAlilTb BHYJPIIIMblW9l!HO B nepeAHenaTepanbHYIO 4aCTb 6eApa 
Mnap,eHL.J,aM l,1Jllll B AenbTOBIIIAHYIO MblWL.J,Y AeTflM CTapwero 803pacTa 111111-1 
B3pOC11blM. 
-OAHa ne,QlitaTp1114eCKafl A03a (Ans:i HOBOpO>t<,QeHHblX, Mnap,eHu,ee 1-1 AeTei71 B 
eoopacTe AO 15 neT BKJllQlfl-1TenbHO) COCTaens:ieT 0,5 MJl, Co,Qep>KaLl..\afl 10 MKr 
HBsAg. 
- 0AHa A03a AJlfl 83poCnblX (c 16 neT) COCTaBflfleT 1,0 Mn, COAep>KaLl..\afl 20 MKr 
HBsAg. 
npou,ecc lilMMYHlll33U,llllil COCTOMT 1113 BBeAeHlilfl Tpex A03 BaKU,IIIHbl B COOTBeTCTBIIIIII co 
cneAyiow,eiil cxeMoiil : 
- 1-s A03a : Bbl6paHHas Aara; 
- 2-fl A03a : '-lepe3 1 MeCflu, nocne eeeAeH111si 1-iil A03b1; 
- 3-fl A03a : '-lepe3 6 Mecflu,ee noc11e 0eeAeH111fl 1-iil A03bl. 

6ycrepHafl eaKU,IIIH3L.J,lllfl : 803 He peKOMeHAyeT nOBTOPHYIO eaKL.J,litHaU,litlO, nOCKOJlbKY 
Bb1weon1-1caHHbliil npou,ecc IIIMMYHl-133L.J,l-1111, COCTOflUJ,llliil 1113 3-x A03 B3KU,111Hbl, 
06ecne'-l1110aeT 3aw,111ry OT 3apueHlilfl 0111pycoM renaT111ra 8 a Te'-leH111e 15 neT, no 
npoweCTBlillll KOTOpblX np111 KOHT8KTe c ei,ipycoM renaTIIIT8 B npOlilCXOAl-1T 
ecTeCTBeHHafl nOAIIIMMYHlil3au,i,ifl (6ycTep-3¢¢eKT), Aa>Ke ec111,1 3aw,111THb1e aHrnrena 
Y)Ke OTCYTCTBYIOT B opraHlil3Me. TeM He MeHee, cyw,eCTBYIOT HeKOTOPble MeCTHble 
nporpaMMbl IIIMMYHlll3au,1111,1 no eceMy MIIIPY, BKJ110'-1a10w,111e peKOMeHA3L.J,lillll no 
peeaKL.J,IIIH3L.J,lillll, KOTOpblX cneAyeT nplilAep>KIIIB3TbCfl. 

Cyw,ecTeyeT TalOKe aJlbTepHaTlitBH3fl cxeMa B8KU,IIIHau,1111,1 : 1-fl A033 - Bb16paHHafl 
A3T8, 2-fl A03a - '-lepe3 1 Mecsiu, nocne eeeAeHlilfl 1-iil A03bl, 3-si A03a - '-lepe3 2 
Mecflu,a noc11e eeeAeHlilfl 1-iil A03bl, peeaKu,lilHau,111si - '-lepe3 12 Mecsiu,ee noc11e 3-iil 
A03bl nepBlll'-IHOiil lilMMYHlll33L.J,llllil. AaHH3fl cxeMa MO)l(eT 6b1Tb 1,1cnOJ1b30BaHa y 
HeKOTOpblX rpynn HaceneHlilfl'. y HOBOpO)l(Jl,eHHblX, Marep1,1 KOTOpblX l-1H¢111u,1-1poeaHbl 
renarnrnM 8, y nau,1-1eHTOB, lilH¢111u,1,1poeaHHblX 111111,1 c noA03peHliteM Ha 
111H¢111u,111poeaH111e ei,ipycoM renaT111ra B, y n111u,, ornpae11f110ll.llilXCfl e pernOHbl c 
BblCOKl-1M ypoeHeM 3a6011eeaeMOCTlil. 

BeeAeHlite AOnOJIHIIITellbHOiil A03bl (A03) eaKL.J,IIIHbl noKa3aHO nau,111eHT8M, 
HaxOAflUJ,IIIMCfl Ha reMOAlita111,13e lit C IIIMMYHOAe¢1,1u,1,1T8Mlil, nOCKOllbKY y :noiil 
K8Terop1,11,1 nau,lileHTOB noc11e nepBlll'-IHOiil IIIMMYHlll33L.J,llllil 33UJ,IIITHble TIIITpbl 3HTIIITen (> 
10 ME/n) Moryr 6s1rs He ""AY�"poeaHbl. 

8 C11Y'-!3e lil3BeCTHOro lilJIIII npeAnonaraeMoro KOHT8KTa C 3apOOKeHHblM e111pyCOM 
renarnTa B(Hanp1,1Mep, Aern lilH¢1,1u,1,1poeaHHblX Marepeiil, Apyrne KaTerop1-1111 J110Aeiil, 
IIIMeBWlilX T8KTlilJlbHblii1 KOHT8KT l,1Jllll KOHT8KT '-1epe3 CJllil3lilCTble o60JIO'-IKl,1 c 60/lbHblM 
renarnrnM) nepeafl A03a eaKU,lilHbl Euvax B MO>KeT 6b1Tb eeeAeHa eMecTe c 
COOTBeTCTeyiow,eiil A030ii1 l-1MMYHOmo6y111,1Ha. y JIIIIL.J, c lilMMYHHOiil HeAOCT8TO'-IHOCTblO 
IIIMMYHHbliil OTBeT Ha HaJllll'-llile 3HTlil-HBs MO>KeT 6b1Tb CHlll>KeH, 1,1 He06XOAlilMO 
OTCJle)l(IIIB3Tb rnTpbl nocne IIIMMYHlil33U,llllil. 

B CTpaHax c '-laCTblMl-1 nep111HaTaJ1bHblMlil cny'-laflMIII 3apa>KeH111S1 renarnTOM 8 nepeaS1 
A03a AOJl)l(Ha 6b1Tb eeeAeHa cpa3y nocne po)l(AeHlilfl. B cnY'-lae He'-laCTblX 
nep111HaTaJlbHblX 3apa>KeH111iil, 111n1,1 ec111,1 eepollTHOCTb nepeAa'-1111 Heee11111Ka, nepeyto 
A03Y eaKU,IIIHbl MO)l(HO eeecT111 BMecre c nepeoiil A030ii1 eaKU,IIIHbl AK,ll,C. Brnpyio A03Y 
BBOAflT '-lepe3 1 MeCfll.J, nocne 1-iil A03bl, TpeTblO - B cpOKlil OT 1 AO 12 MeCflU,eB nocne 
2-ii1 A03b1. 

BaKU,litHa nporne rnnarnra B MO>KeT 3¢¢eKrnBHO 1,1 6e3onacHo np1-1MeHf!TbCfl 
OAHOepeMeHHO co CJ1eAylOW,l-1Mlil eaKL.J,litHaMlit : 6LJ,)K, AK,l],C, KOpeeoiil, 
nporneono111,10M1-1e11111THblMl-1 B3KL.J,IIIH3Mlll(>KlilB3fl MOHOB3KU,li1Ha OPV lilJIIII 
IIIH3KTIIIBIIIPOB3HH3fl nOJIIIIOB3KU,lilH3 IPV), Xvl6-B3KL.J,IIIHOiil(reMOcf,lil11bH3fl na110'-IK3 
Haemophilus influenzae rnn b), eaKU,lilHOiil >Ke11rnii1 n111xopaJJ,KIII. Ecn111 Euvax 8 
np111MeHfleTCfl BMeCTe C APYrlllMIII eaKU,IIIH3MIII, ee CJleAyeT BBOAlilTb OTAeJlbHO OT 
OCTa/lbHblX 83KU,lilH. 3anpew,aeTCfl CMeWlitB3Tb B3KU,lilHY npOTl-18 renarnTa 8 B 
npo6111pKe 111111,1 wnp111u,e c 11106oii1 APYrDiil eaKL.J,l-1HOii1, ec111,1 OHa He flBJlfleTCfl 
KOM6"""poaaHH0'1 ea,�""o" (Hanp"Mep AKAC+renB). 

Bee OTKpblTble MHOro A030Bble q:>JlaKOHbl, KOTOpble npe,Qsap1-1TenbHO npow.n1,1 
ou,eHKY Ha COOTBeTCTBlite TeXHl-14eCKIIIM ycnOBlilflM 803 (BceMlitpHafl OpraHlll33U,lilfl 
3ApaeooxpaHeHlilfl) AOn}l{Hbl 6b1Tb yr1-1n1,13111poeaHbl nocne ceaHca lilMMYHlil3au,1111,1, 
l,1Jll,1 B T9lleHlitlll 6 4aCOB nocne OTKpblTlllfl, B 3aBl-1ClilMOCrn OT Toro, 4TO Hacryn1-1T 
paHbWe, ecni,i B3KL.J,111Ha He COOTBeTCTBYeT BCeM 4eTb1peM Kp1-1TeplllflM, KOTOpble 
nep91-11,1cneHbl Hlit>Ke. Ec111,1 BaKL.J,litHa COOTBeTCTByeT BCeM 4eTblpeM Kpli1Tepl-1flM, 
OTKpblTbliil q:>naKOH MO>KHO xpaHlitTb 1,1 1-1cnonb30BaTb B T9lleHlitl-1 28 AHeiil nocne 
OTKpblTlilSI. Kpmep1111,1 Cfle,QYIOL1..\"1e (803/IIIMMYHlil3aU,1-1fl, BaKU,lilHbl 1,1 61-1onori,i4ecKlr1e 
npenapars,114.07). 
1. BaKU,lilHa a HaCTOflLl..\ee epeMs:i npowna ou,eHKY Ha cooraeTcra1-1e TeXHlit4eCKlr1M 
ycnOBlllflM 803. 
2. BaKU,lilHa OA06peHa AJlfl 111cnonb30BaHlilfl Ha cpoK AO 28 AHeiil noc11e on<pblntfl 
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cpnaKoHa, KaK onpe,Qeni,in 803. 
3. CpoK rDAHOCTJ.1 B3KL.J,111Hbl He npowen. 
4. <l>naKOH c BaKU,1-1HOi71 xpaHl-1flCfl 1,1 6yAeT xpaHlitTbCfl np111 TeMneparype, 
peKOMeH,QOBaHHOi71 803 1,1n1,1 npOlil3BOAITTeneM; KpOMe TOro, 1111-1,QlitKaTop cpnaKOHa c 
BaKL.J,1-1HOii1, ecni,i OH nplilKpenneH, Bl,1,QeH Ha 3TJ.1KeTKe BaKU,lilHbl 1-1 He npowen T04KY 
c6poca, 1,1 BaKL.J,IIIHa He 6b1na noepe>K,QeHa 3aMep3aHliteM. 

BaKL.J,IIIHa Euvax 8 npOTIIIBOnOK33aHa nau,111eHT8M C rnnep'-lyBCTBIIITellbHOCTblO K 
KaKOMy-n11160 ee KOMnOHeHry. 8aKL.J,l-1H3 He OKa>KeT epeAHOro B03Aeii1CTBIIISl Ha 
nau,1,1eHTOB, paHee 1,1111,1 e HaCTOflw,ee epeMfl lilH¢111u,1-1poeaHHb1x ei,ipycoM renaT111Ta B. 
nau,lileHraM, 3apa>KeHHblM BIIIPYCOM lilMMYHOA111¢lilL.J,IIIT8 '-leJIOBeKa (KaK C 
ClilMnTOMHblM, T8K 1,1 6ecc111MnTOMHblM Te'-leHlileM), Euvax B BBOAIIITCfl comaCHO 
CT8HAaPTHOii1 cxeMe. 

061.1111e npe1J.ocrepe)l(eH11R 
- 8aKU,lilH3U,IIIIO ClleAyeT OTJIO>KlilTb y nau,111eHTOB C nporpecc111py10UJ,lilM 
3a6oneeaH111eM, conpoemKJJ,atoUJ,lilMCfl noeblweH111eM reMneparypbl Tena. 
- Y nau,111eHTOB, CTp3AalOUJ,lilX pacceflHHblM CKJ1ep030M, Jll06afl CTl-1MYJlflL.J,IIISI 
IIIMMYHHOiil ClilCTeMbl MO>KeT Bbl3BaTb o6ocTpeHlite 3a6oneeaHlilfl nocne eaKU,ll!Hau,1,11,1, 
no3TOMY np111 B3KU,111Hau,1111,1 3rnx nau,1-1eHTOB nOJlb3Y OT l-1Gn0Jlb30BaHIIISI eaKL.J,IIIHbl 
CJleAyeT TW,3TellbHO COl-13MepllTb c B03M0)KHblM plilCKOM o60CTpeHIIISI 3a6011eeaHlllfl. 
- vlMMYHlil33L.J,lilfl MO>KeT 6b1Tb He3¢¢eKTIIIBH3 y Jllill.J,, HaxOAflUJ,lilXCfl B 113TeHTHOii1 1,111111 
nporpecci,ipytow,eiil CT8Allllil renarnTa 8. 
- npi,i npoBeAeHlillll eaKU,IIIHau,1-11,1 He06XOAl-1MO lilMeTb 8 HaJll-1'-11,11,1 MeAl-1KaMeHTbl, 
He06XOAl-1Mble Aflll OKa3aHIIISI 3KCTpeHHOii1 noMOUJ,111 8 CJlY'-lae aHa¢1-1naKrn'-leCKOii1 
peaKu,1111,1. 
npe;:,,ynpe)l(IJ.eHun no 11cnonb3osaH1110: 
- BcTpflXHlitTe nepe,Q BBeAeHliteM, TaK KaK BO BpeMfl xpaHeHl-1fl MO)l(eT 
o6pa30B3TbCfl TOHKl-1ii1 6enbliil OCa,QOK c npo3pa4HblM 6eCU,BeTHblM cynepHaTaHTOM. 
- Y He,QOHOWeHHblX AeTei71 (<2000 rpaMM) peKOMeHAYeTCfl npoeepflTb rnTpbl 
aHntTen 4epe3 Mecs:iu, nocne TpeTbeiil AOObl, 4T06b1 ou,eHlitTb n01pe6HOCTb a 
6ycTep-A03e. 
-Ans:i Ka>K,Qoiil 1-1HbeKL.J,1-11-1 cne,QyeT 111cnonb30BaTb cTep111nbHb1ii1 wnp1-1u, 1-1 
cTeplitnbHYto 1-1rny. 
6epeMeHHOCTb l1 naKT81..Jl1R 
- B11lilf1H111e HBsAg Ha pa3e111rne nnoAa He 1-13y'-lanocb. BMecre c TeM, KaK 1,1 e CJIY'lae 
1-1cnOJ1b30B3Hlllfl 11106oii1111HaKT111e111pOB8HHOii1 eaKL.J,lilHbl, npeACT8BJlfleTCSI 
MaJlOBepOSITHOiil cnoco6HOCTb A3HHOro npenapara OK33blB3Tb no60'-IHOe 
B03Aeii1CTBlile Ha 3M6pli10H IIIJll,1 nflOA- TeM He MeHee, B3KU,li1Ha Euvax 8 AOll>KHa 
111cno11b30BaTbCfl y 6epeMeHHblX TOJlbKO np1,1 HaJll-1'-1111111 >Kli13HeHHblX noKa3aHli1ii1. 
-AeiilCTBlile BaKU,lilHbl Euvax 8 Ha rpyAHblX AeTeiil nocne BaKU,l-1Hau,111111 1-1x Marepeiil B 
ycnoe1-1six K11111Hli1Klil He lil3Y'-!aJlOCb. BMecre c TeM, He cyw,ecTeyeT nporneonoKa3aH1-1iil 
AJlfl l-1Gn0Jlb30B3HIIISI A3HHOii1 eaKL.J,l-1Hbl y KOpMSIW,l-1X Marepeiil. 

JKenyOOtJHo-«uwetJHbte paccmpoi'lcmaa 
Pe,QKO: TOWHOTa 
Llacro: 6onb a }l{li1BOTe, Alitapes:i, p001a 
06w,ue paccmpoi'lcmaa u MecmHbte ocno)f{HeHUH s Meeme aaeOeHUH 
npenapama 
Pe,QKo: He,QOMOraHlite, ycTanocTb 
Llacro: n1-1xopaAKa, YnilOTHeH1-1e, OTeK, 6one3HeHHOCTb (npl-1 AOTpar1110aHl-1lil), 
eocnaneHlite 
�eHb 4acrn: 6onb a MecTe 1-1HbeKu,1-11,1 
HHcbeKUUU U 3aDa)l(eHUJI 
H9llacrn: MOHl-1fllita3, p1-1Hl-1T 
Hcnb1maHUH 
Pe,QKO: Kp3TKOBpeMeHHOe yeen1,14eH111e rpaHCaMli1H33bl 
HapyweHUH o6MeHa aew,ecma u ycaoeHUH numamenbHblX aew,ecma 
Llacro: aHopeKClilfl 
HapyweHUR onopHo-Oau2amenbH020 annapama u Ja6oneeaHue 
coeOuHumenbHoi'I m«aHu 
Pe,QKO: Ml-1anrlitfl, apTpITT 
Paccmpoi'lcmaa HepaHoi'I cucmeMbl 
�eHb peAKO: HeBplilT 3p1-1TenbHOro Hepsa, napan1,14 n111u,a, Cl-1HAPOM 
f111iileHa-6appe, ycyry6neH1-1e pacces:iHHoro cKJ1epo3a 
Pe,QKo: ronoeHas:i 6onb, rono00Kpy>t<eH1-1e 
Llacro: nOBblWeHHafl nnaKCl-1BOCTb, COHJllilBOCTb 
6epeMeHHocmb nocnepodoaoi'J nepuoa u nepuHamanbHbte cocmoRHUR 
H9llacrn: )l(enryxa y HOBOpO)K,QeHHblX 
ncuxul/ec«ue paccmpoi'lcmaa 
Llacro: 6eCCOHHl-1L.J,a, HepB03HOCTb, pa3.Qpa)f(l-1TenbHOCTb 
3a6oneeaHUR 1<0JKu u noiJKOJKHoi'I KJ1emtJam1<u 
Llacro: Cblnb apmeMaT03Has:i, 3p111TeMa 
H9llacrn: po30Bbliil n1-1rnp1-1a3, cbmb, ns:iTHl-1CTo-nanyne3Has:i cbmb 
CocyOucmbte paccmpoi'lcmaa 
Llacro: feMaToMa 

He i,icnoJlb30BaTb no OKOHYaHllll-1 cpoKa rOAHOCTli1, yKa3aHHOro Ha BHewHeiil 
ynaKOBKe. 
XpaH"rs np• reMnepa,ype or +2·c AO +s·c (• xonoA"nsH•<e). He 3aMopa""sars. 

�HA•KaTOp KOHTPOllR BaKL\l'IHbl (�KB) 

11cnO/lb30BATb 
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5 Mn I cpnaKOH x 10 cpnaKOHOB - 10 Mn I q:>naKOH x 10 q:>naKOHOB 

npoM3BOAMTenb: 

Aara BblQas•: Jan. 26, 2017 
Aara nepecMorpa: Nov. 15, 2019 

((tLGChem 
[Factory 1 ]129, Seokam-ro, lksan-si, Jeollabuk-do, Korea 
[Factory 2] 1 S 1, Osongsaengmyeong 1-ro, Osong-eup, Heungdeok-gu, 
Cheongju-si, Chungcheongbuk-do, Korea 




